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§488.11

(1) Except those specified in §488.5;

(2) Provided that such hospital, if it
is included within a validation survey,
authorizes the JCAHO to release to
CMS (on a confidential basis) upon re-
quest a copy of the most current
JCAHO accreditation survey.

(c) Section 1864(c) of the Act author-
izes the Secretary to enter into agree-
ments with State survey agencies for
the purpose of conducting validation
surveys in hospitals accredited by the
JCAHO. Section 1865(b) provides that
an accredited hospital which is found
after a validation survey to have sig-
nificant deficiencies related to the
health and safety of patients will no
longer be deemed to meet the condi-
tions of participation.

(d) Section 1865(a) of the Act also
provides that if CMS finds that accredi-
tation of a hospital; psychiatric hos-
pital; SNF; HHA; hospice; ASC; RHC;
CORF; laboratory; screening mammog-
raphy service; critical access hospital;
or clinic, rehabilitation agency, or pub-
lic health agency provider of out-
patient physical therapy, occupational
therapy, or speech pathology services
by any national accreditation organi-
zation provides reasonable assurance
that any or all Medicare conditions are
met, CMS may treat the provider or
supplier as meeting the conditions.

[63 FR 22859, June 17, 1988, as amended at 56
FR 48879, Sept. 26, 1991; 58 FR 61842, Nov. 23,
1993; 62 FR 46037, Aug. 29, 1997]

§488.11 State survey agency functions.

State and local agencies that have
agreements under section 1864(a) of the
Act perform the following functions:

(a) Survey and make recommenda-
tions regarding the issues listed in
§488.10.

(b) Conduct validation surveys of ac-
credited facilities as provided in §488.7.

(c) Perform other surveys and carry
out other appropriate activities and
certify their findings to CMS.

(d) Make recommendations regarding
the effective dates of provider agree-
ments and supplier approvals in ac-
cordance with §489.13 of this chapter.

[62 FR 43936, Aug. 18, 1997]

42 CFR Ch. IV (10-1-10 Edition)

§488.12 Effect of survey agency certifi-
cation.

Certifications by the State survey
agency represent recommendations to
CMS.

(a) On the basis of these rec-
ommendations, CMS will determine
whether:

(1) A provider or supplier is eligible
to participate in or be covered under
the Medicare program; or

(2) An accredited hospital is deemed
to meet the Medicare conditions of par-
ticipation or is subject to full review
by the State survey agency.

(b) Notice of CMS’s determination
will be sent to the provider or supplier.

§488.14 Effect of QIO review.

When a QIO is conducting review ac-
tivities under section 1154 of the Act
and part 466 of this chapter, its activi-
ties are in lieu of the utilization review
and evaluation activities required of
health care institutions under sections
1861(e)(6), and 1861(k) of the Act.

[59 FR 56237, Nov. 10, 1994]

§488.18 Documentation of findings.

(a) The findings of the State agency
with respect to each of the conditions
of participation, requirements (for
SNFs and NFs), or conditions for cov-
erage must be adequately documented.
When the State agency certifies to the
Secretary that a provider or supplier is
not in compliance with the conditions
or requirements (for SNFs and NF's),
and therefore not eligible to partici-
pate in the program, such documenta-
tion includes, in addition to the de-
scription of the specific deficiencies
which resulted in the agency’s rec-
ommendation, any provider or supplier
response.

(b) If a provider or supplier is cer-
tified by the State agency as in compli-
ance with the conditions or participa-
tion requirements (for SNFs and NFs)
or as meeting the requirements for spe-
cial certification (see §488.54), with de-
ficiencies not adversely affecting the
health and safety of patients, the fol-
lowing information will be incor-
porated into the finding:

(1) A statement of the deficiencies
that were found.
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(2) A description of further action
that is required to remove the defi-
ciencies.

(3) A time-phased plan of correction
developed by the provider and supplier
and concurred with by the State agen-
cy.

(4) A scheduled time for a resurvey of
the institution or agency to be con-
ducted by the State agency within 90
days following the completion of the
survey.

(c) If, on the basis of the State cer-
tification, the Secretary determines
that the provider or supplier is eligible
to participate, the information de-
scribed in paragraph (b) of this section
will be incorporated into a notice of
eligibility to the provider or supplier.

(d) If the State agency receives infor-
mation to the effect that a hospital or
a critical access hospital (as defined in
section 1861(mm)(1) of the Act) has vio-
lated §489.24 of this chapter, the State
agency is to report the information to
CMS promptly.

[39 FR 2251, Jan. 17, 1974. Redesignated at 39
FR 11419, Mar. 28, 1974, and further redesig-
nated at 42 FR 52826, Sept. 30, 1977. Redesig-
nated at 53 FR 23100, June 17, 1988; 59 FR
32120, June 22, 1994; 59 FR 56237, Nov. 10, 1994;
62 FR 46037, Aug. 29, 1997]

EFFECTIVE DATE NOTE: At 59 FR 32120, June
22, 1994, in §488.18, paragraph (d) was added.
The amendment contains information collec-
tion and recordkeeping requirements and
will not become effective until approval has
been given by the Office of Management and
Budget.

§488.20 Periodic review of compliance
and approval.

(a) Determinations by CMS to the ef-
fect that a provider or supplier is in
compliance with the conditions of par-
ticipation, or requirements (for SNFs
and NFs), or the conditions for cov-
erage are made as often as CMS deems
necessary and may be more or less
than a 12-month period, except for
SNFs, NFs and HHAs. (See §488.308 for
special rules for SNFs and NFs.)

(b) The responsibilities of State sur-
vey agencies in the review and certifi-
cation of compliance are as follows:

(1) Resurvey providers or suppliers as
frequently as necessary to ascertain
compliance and confirm the correction
of deficiencies;

§488.24

(2) Review reports prepared by a Pro-
fessional Standards Review Organiza-
tion (authorized under Part B Title XI
of the Act) or a State inspection of
care team (authorized under Title XIX
of the Act) regarding the quality of a
facility’s care;

(3) Evaluate reports that may pertain
to the health and safety of patients;
and

(4) Take appropriate actions that
may be necessary to achieve compli-
ance or certify noncompliance to CMS.

(c) A State survey agency certifi-
cation to CMS that a provider or sup-
plier is no longer in compliance with
the conditions of participation or re-
quirements (for SNFs and NFs) or con-
ditions for coverage will supersede the
State survey agency’s previous certifi-
cation.

(Secs. 1102, 1814, 1861, 1863 through 1866, 1871,
and 1881; 42 U.S.C. 1302, 1395f, 1395x, 1395z
through 1395cc, 1395hh, and 1395rr)

[45 FR 74833, Nov. 12, 1981. Redesignated and
amended at 53 FR 23100, June 17, 1988, and
further amended at 54 FR 5373, Feb. 2, 1989; 56
FR 48879, Sept. 26, 1991; 59 FR 56237, Nov. 10,
1994]

§488.24 Certification
ance.

of noncompli-

(a) Special rules for certification of
noncompliance for SNFs and NFs are
set forth in §488.330.

(b) The State agency will certify that
a provider or supplier is not or is no
longer in compliance with the condi-
tions of participation or conditions for
coverage where the deficiencies are of
such character as to substantially
limit the provider’s or supplier’s capac-
ity to furnish adequate care or which
adversely affect the health and safety
of patients; or

(c) If CMS determines that an insti-
tution or agency does not qualify for
participation or coverage because it is
not in compliance with the conditions
of participation or conditions for cov-
erage, or if a provider’s agreement is
terminated for that reason, the institu-
tion or agency has the right to request
that the determination be reviewed.
(Appeals procedures are set forth in
Part 498 of this chapter.)

[59 FR 56237, Nov. 10, 1994]
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